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Special 510(k): Device Modification: Quart Arterial Filter with Safeline Coating

510(k) SUMMARY

SUBMITTER: Maquet Cardiopulmonary AG
Hechinger Strasse 38
72145 Hirrlingen, Germany

CONTACT PERSON: Katrin Schwenkglenks
Phone: (011) 49 7478 921- 151
Fax: 011 49 7478 921- 400

DATE PREPARED: June 02, 2006

DEVICE TRADE NAME: Jostra Quart Arterial Filter with Safeline Coating

COMMON/USUAL NAME Arterial Filter, coated

CLASSIFICATION NAME Filter, Blood, Cardiopulmonary Bypass, Arterial
Line

PREDICATE DEVICES OR LEGALLY
MARKETED DEVICES Jostra Quart Arterial Filter

Jostra RotaFlow Centrifugal Pump with Safeline
Coating

DEVICE DESCRIPTION/INDICATONS FOR USE STATEMENT
The Quart Arterial Filter with Safeline Coating is designed for use in an extracorporeal

circulation system during surgical procedures involving a cardiopulmonary bypass. Within
the cited flow rates, the arterial filter removes particulate and gaseous micro-embolisms
from the extracorporeal circulation system. The eliminated gas can be removed via the
purge line.
The decision regarding the method in which the arterial filter is to be employed rests solely
with the treating physician.
The unit may not be continuously employed for more than 6 hours. We do not recommend
longer contact with the blood.
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STATEMENT OF TECHNICAL CHARACTERISTICS COMPARISON
The Jostra Quart Arterial Filter with Safeline Coating is identical to the Jostra Quart Arterial
Filter, uncoated with the only exception that the Quart Arterial Filter with Safeline Coating
has been coated with Safeline. The Safeline Coating is the same as with the Jostra
RotaFlow Centrifugal Pump with Safeline Coating. Besides this difference the both Quart
Arterial Filters are the same in design, intended use, method of operation, components,
packaging, and fundamental scientific technology.

DETERMINATION OF SUBSTANTIAL EQUIVALENCE
Evaluation and testing on safety and effectiveness was executed to demonstrate that the
Jostra Quart Arterial Filter with Safeline Coating described in this submission is
substantially equivalent to the Jostra Quart Arterial Filter as an arterial filter and to the
RotaFlow Centrifugal Pump with Safeline Coating regarding the Safeline coating.

The following areas have been tested and / or evaluated:

- Integrity
- Performance
- Biocompatibility
- Sterility

Conclusion
The data given demonstrate that the Jostra Quart Arterial Filter with Safeline Coating is
substantially equivalent to the named predicate devices which hold currently market
clearance.
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Indications for Use

510(k) Number (if known): JO~ IS'46,
Device Name: Quart Arterial Filter with Safeline Coating.

Indications for Use:

The Quart Arterial Filter with Safeline Coating is designed for use in an
extracorporeal circulation system during surgical procedures involving a
cardiopulmonary bypass. Within the cited flowrates, the arterial filter removes
particulate and gaseous micro-embolisms from the extracorporeal circulation system.
The eliminated gas can be removed via the purge line.
The decision regarding the method in which the arterial filter is to be employed rests
solely with the treating physician.
The unit may not be continuously employed for more than 6 hours. We do not
recommend longer contact with the blood.

Prescription Use X Over-The-Counter Use
(Part 21 CFR 801 Subpart D) AND/OR (21 CFR 801 Subpart U )

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOtHER PAGE

OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Oft)
Division of Cardiovascular Devices
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